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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^l Responsive to communication(s) filed on 09 June 2009 . 
2a )^ This action is FINAL. 2b)^ This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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DETAILED ACTION 

1 . This action is in response to an amendment filed on June 9, 2009. There are 
seventy-six claims pending and sixty claims under consideration. Claims 4, 5, 62-66, 
79-85, 87-92 and 100 have been withdrawn. Claims 6-11, 15, 67-72, 75-77, 86 and 93- 
99 have been cancelled. This is the second action on the merits. 

Withdrawn Rejections/Objections 

2. Applicant is notified that any outstanding rejection/objection that is not expressly 

maintained in this office action has been withdrawn or rendered moot in view of 
applicant's amendments and/or remarks. 

Drawings 

3. The corrected drawing was received on June 9, 2009. This drawing is accepted. 

Claim Rejections - 35 USC §112, 1 st paragraph 

4. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claims 1-3, 12-14, 16-61, 73, 74 and 78 remain rejected under 35 U.S.C. 112, 
first paragraph, because the specification, while being enabling for a pyrimidine where 
the N-A-B-D ring is a piperidinyl or piperazinyl ring (as per the restriction requirement); 
and An is a phenyl or fused phenyl ring, does not reasonably provide enablement for all 
of the other groups listed nor any hydrates or solvates within the broad Claim 1 . The 
specification does not enable any person skilled in the art to which it pertains, or with 
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which it is most nearly connected, to make the invention commensurate in scope with 
these claims. 

Applicants have argued first that the examiner misidentified the structures as 
"triazolopyrimidines and pyrazolopyrimidines" instead of just pyrimidines. Applicants are 
correct and this typographical error has been corrected. 

Second, applicants have argued that solvates and hydrates have been 
reasonable enabled, examiner disagrees. Vippagunta, et. al. does explain that solvates 
and hydrates do exist, yes, and goes on to state that as many as 1/3 of all 
pharmaceuticals MAY form hydrates or solvates. However, the applicants have not 
shown in any reasonable way that they have enabled compounds to form solvates or 
hydrates, they merely believe that some of them will form arguing probability. 
Applicants have not pinpointed which compounds will form a solvate, which will form a 
hydrate, which may form both and which will form neither. They merely speculate that 
because there is a chance of formation, that this must be good enough. Applicants 
must teach the invention, which they do not. Vippagunta states that the formation of 
solvates and hydrates is unpredictable, therefore merely stating that exposing a 
compound to water or a solvent will generate the hydrate or solvate is completely false, 
as stated prior, 2/3 of all pharmaceuticals will NOT form the hydrate or solvate. No new 
matter. Appropriate correction is required. 
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Claim Rejections - 35 USC §112, 2 nd paragraph 

6. Claims 1 -3, 9, 11-61, 70, 72-76 and 78 remain rejected under 35 U.S.C. 1 1 2, 
second paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. 

The scope of "heteroaryl" and "heterocyclic" still requires clarification. Applicants' 
are correct in noting examiner made a typographical error in using the term 
"heterocycloalkyl" and not "heterocyclic". 

The terms are defined vaguely with non-limiting examples making them 
impossible to determine. For example, when one states, "heterocyclic" and then 
provides a list of well over 30 examples and states the list is "non-limiting", how can this 
be considered definite? One skilled in the art could instantly envision well over one 
hundred ring systems that qualify under this vague definition. Does the applicant wish 
to claim a thiophene, triazolopyrimidine or a [1 ,2]oxazino[6,5,4-de][2,6]naphthyridine? If 
the ring desired is a pyridine ring, is it 2-pyridyl, 3-pyridyl, or 4-pyridyl ring? Applicant 
must narrow such broad terminology by either eliminating such a vague definition or by 
inserting the specific ring systems they wish to cover into the claim themselves. 
Applicants are invited to contact examiner if they have further questions regarding this 
issue. No new matter. Appropriate correction required. 

Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

8. Claims 1-3, 12, 16 and 78 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Griffith, et. al., WO 2004037823. The reference teaches the following 
compound as example l-(17A-1 )a on page 84 of the specification: 

RN 686344-66-1 CAPLUS 

::CN 4, 5-Pyr iinidinediamine, N4- (4-chlorophenyl) -6- ( 1-pyrrolidinyl) - (CA INDEX 
NAME) 




Whereby X and Y are N; W is a NH; V is absent; An is a 4-chlorophenyl ring; 
is hydrogen; Z is an amino group; and the N-A-B-D ring is a pyrrolidinyl ring. 

Conclusion 

9. Claims 1-3, 12-14, 16-61, 73, 74 and 78 are rejected. 

10. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
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shortened statutory period will expire on the date the advisory action is mailed, and any 

extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 

the advisory action. In no event, however, will the statutory period for reply expire later 

than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 

examiner should be directed to Jeffrey H. Murray whose telephone number is 571-272- 

9023. The examiner can normally be reached on Mon.-Thurs. 7:30-6pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisors, Mr. James O. Wilson can be reached at 571-272-0661 . The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Jeffrey H Murray/ /James O. Wilson/ 

Patent Examiner , Art Unit 1624 Supervisory Patent Examiner, Art Unit 1624 



